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Task Force on Bacterial
Contamination of Platelets
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“...implementation...may cause effects on the availability of platelets...| request the AABB
carefully consider delay in implementation” C. Beato

“...after consideration of the issue, the AABB believes that further delaying the _ :
implementation of this standard will compromise both patient safety and the public health

K. Sazama
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Purposes of task force

o Serve as focal point for all issues related to the AABB
bacterial detection standard that took effect in March 2004

Provide forum for discussion between transfusion
medicine community (transfusion services and blood
centers), subject matter experts, and PHS agencies (FDA,
CDC, HHS, NHLBI) on specific safety/availability issues

* Interact with test manufacturers as appropriate
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Purposes of task force

* Provide guidance to AABB membership

— Issues to be addressed include standardized definitions of
test results, follow-up of initially positive tests,
Identification of organism, what to do if a positive platelet
unit has been transfused, notification and possible deferral
of the donor, and possible interaction with public health
departments

» Survey blood centers/hospitals to assess current practices
— Data on impact on inventory/transfusion practice
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Priority action items
7 day platelets
Pre-pooled “random” platelets

Survey on platelet testing




FDA current thinking

*Obtain data on performance of the FDA cleared
devices

*Use data as a basis for approval of 7 day platelets
provided there is a commitment to perform post
market study

*Post market study will consist of an additional
culture on outdated products (day 7) to confirm the
day 1 negative culture reading

*Size of post market study will be determined by the
contamination rate identified by the Q/C testing data
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1,500,000 platelet units 50,000 platelet units
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1,500,000 platelet units 50,000 platelet units

BioMerieux Proposal
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The task force reviewed this proposal and does
not support the need for the Day 1 anaerobic
bottle as a part of the protocol.

However, the task force believes that it 1s a valid
medical/scientific Issue as to determine whether

bacterial testing of platelets should include the
detection of anaerobes and recommends
bioMerieux sponsor a protocol to study this
Issue that Is independent of the post-market
surveillance study.
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The task force has had in-depth discussions
with representatives of ARC and BSI about
the task force protocol and bioMerieux
revisions thereof. The task force
recommends that bioMerieux follow-up with

these two blood collection organizations
(and others) to ascertain their willingness to
participate in bioMerieux's proposed
protocol.
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The task force does not see a further role for
itself with regard to the seven day storage
Issue as it believes it has successfully
worked with FDA to clarify what Is required
for 7 day storage of apheresis platelets to

occur. The task force has been influential in
providing a roadmap for manufacturers such
as bioMerieux to work with FDA-licensed
blood collection agencies to achieve this
goal.
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